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Disclaimer

The epiniens expressed are the
author’'s ewn. They de noet refiect:
any/ pesition or pelicy, of the Naticnal
Institutes off IHealthy, Public Health

Senvice, or Department of Health and
HUman SERVICES:




Goals

Selection and Recruitment should:

. Distribute burdens and benefits fiairly
. Ensure soclall value of research

. Enhance scientific validity

. Miinnmaiize: risks te; SUIBJEects

- Viaximize: BERES e SUBJECTS

. Protect thevulRneranie
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Potential Conflicts

¢ In some cases, these different goals
may. conflict.

¢ EOKR InStance;,, MIRIMIZING FSKS) te
SUBJects may, decrease: the secial
ValUer eirthe ieSearch:



Tradeoffs

N cases of conflict, Ir
StRICS review: committ
SPORSEKS MUSE ™ oa.Jance"

COMPELING| goais.




Subject Selection

& Subject selection invelves
determining Whichi suljects may.
enrell IR the research.

¢ SUJEect selection IS determined By
IRCIUSIGR/EXCIUSIoN! Crter:z:



Research as a Benefit

¢ Exclusion without a good reasen may.
pe untalr or discriminatorRy.

¢ People are clamorng fer aceess to
clincal thals: . demanding theys, anad
ethers like them), are ewed stich as a
matter off JUStCEe: (Levine, 1992)



Fairness

¢ [0 ensure fairness, begin by

UmIing everyene: Is eligibie.

EXCIUGE IndIVIdbals Tremyi thils POl

Ual
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Priority of Science

¢ Ihe scientific goals of the study.
should be the primary consideration
N determining Whe: can enroll.

¢ [his Invelves ensurngl the value o
the study/ and enRancing itsh\valicity:



Ensuring Value

¢ Exclude individuals net suitable for
answering the scientific guestion.

9 EOK InStance;, Individualshwiith
conditions that make It Impessiklée te
2ASSEess the dirug bkeing tested (e.q.
PRI tURIGKS):



Enhancing Validity

¢ Exclude Individuals whoe cannot
satishy the protoecoel reqguirements.

¢ FOK Instance, SUBJects Wihie cannoi:
(G derpel) makerthe reguired clinic
VSIS



Minimize Physical Risks

¢ Exclude Individuals whoe would face
significantly higher risks.

¢ EOK Instance;, Individuals wWith e
Kidiey fuRction inra phase i study, oif
2 dirtigrwWithrrenaifclearance:



Maximize Benefits

¢ Select subjects who are more likely
Lo benefit firem parkticipation.

¢ EOK Instanee;, a study, ol & new: anti=
HIVEdRUG ey iecCUSIeRRcNVIcUaIS
WithiR oW CIDA coUnRLS:



Protecting the Vulnerable

& There Is an order of preference in
selecting subjects, for Instance,
adults before children. (Belmont Report)

s Exclude vulneranle stijects Unless
thEelr participatieniIs neEeded fior
selentific reasens. (ciovs)



Address Vulnerability First

¢ Inisome cases, It IS possible to address
Individuals® vulneranility: witheut having te
exclude them.

¢ Ok Instanee, Individuals Whe e noi:
Understand Englisihr are vulReranle, Ui
thisivalneranility, can’ be addressedr 9y
PREVISION! Gl traRSIaters and tansiated
GeCUMERLS:



Subjects Who Can’'t Consent

¢ Exclude individuals unable toe
consent, unless thelr participation; Is
NEecessary te answer: the scientiific
guestion| pesed.

¢ [Forinstance; excluderindividuals wiitia
SEVENE AlZHEIMEN'S [DISEASE oM
ealy/ phasermalaidar Stlcies:



Scope of “Necessity”
Reguirement

Shoeuldl suljects who face
Significantly: higher risks, and
SUbjects Who cannoet consent: e
excluded firem taals that elhier
Impertant petentialiNmedical enelii?



The Justification?

¢ Iln some cases, enrollment may: be In
‘riskier’ subjects’ best interests.

¢ Thlus, excluding these suldjects
cannel e justified en the greuRds It
PROLECES then.



Research vs. Clinical Care

¢ It Is Important te distinguish
research from clinical care.

¢ ExXcClUdIng rskier: suljects minimizes
the aggregate [sks off research.

9 Applies) terphysicalr and mekall FSKs.



Additionall Safeguarads

¢ Informed consent IS a primary.
research safeguard.

¢ Henece, when enroeliment off SUBJects
UnRakle e consent ISTNecessany/, the
StUdy/ sheulcipcitde adaitienail
saleguards.



Sufficient Evidence

¢ Adults unable to consent should be
enrelled enly with sufficient: evidence
that It IS consistent withr thelr
preferences and Interests.

$ SEMeE commeEntators reguire this
evidence to be documented In a
formal advance directive.



Surrogates

& Subjects unable te consent should be
enrelled enly, withl the: permission ofi
an apprepriate surregate.

¢ Ale healthl care surregates suifficient:
O FEsearch PUKRBSES?



Subject Recruitment

Subject recruitment Invelves active
attempts te enrelll specific ndividuals
O greups wWithin the poeol of eligikle
Slubjects.



Finding the Right Community

¢ In many, cases, the choice of;
communities firom Which te recrult IS
determined: by, Institutieon leocation.



Selecting a Community

¢ In seome cases, Investigatoers have a
cheice of possible communities.

¢ IR these cases, the prnciples of
SUBJect recrlitments appliy infdeciding
WhHICH CommunIty/ e Select:
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Goals of Selection and
Recruitment

. Distribute burdens and benefits fairly
. Ensure soecial value

. Enliance scientific validity,

- ViiRimiize: [harm

. Viaximize Benefit

. Protect the vulneranle



Declaration of Helsinki -2000

Medical research Is enly/ justified Iif
there I1s a reasonable likelihood the
poepuUlatiens IR WRICH the' research) Is
carried out stand to benefit from the
results of the research.



Soclal Value/Community Benefit

¢ To what extent must communities
benefit from research involvement?

9 e What extenit must: the commuRity,
benefit from the research results?



Community vs. Individual Benefit

Should the reguirement of benefit e
added to the conditieons; enr selection
et IndividualFsulejects?



Recruitment

— Jargeted recruitment

— IAVITtING FETErals Irom: collieagu

— AdVErtISing

SHRIVILRG GRES W PAaLIENE




Recruitment for good reasons

¢ Do not focus recruitment en
Individuals wher are (or appear to
pPEe?) vulneranle

¢ EnsSure sulBJects) are recruited for
FEaSENS Ol SCIERECE; oL cCompremised
POSIIER (Belmont Report) -



Incentives to Enroll Subjects

¢ Investigaters are under consideranle
PrESSUre to) reckult subjects,
SEMEImMES receivingl inancial
Incentives. (US linspector Generall 2000)

9 Phy/SICIans Keceve payimenits fiox
releiing thelr patients ter tiFals:



Cconcerns about Incentives

¢ o what extent do Incentives to refer
patients poese a conflict of Interest?

¢ e What: extent mighit use: of
IRCENbIVES) eEncolrage: InVvestigaters: to
enrelifrnskier/inappreprate sukjects?



Advertising

» \What effect does advertising have on
recrultment?

¢ Doees advertising affect consenit?
¥ Viay/ BERETtS e aeVertised?

¢ Must risks be advertised?



IRBs and Advertising

¢ “The IRB should review the methods and
material that Investigators propese to use
Lo recruit subjects.™

¢ Adsi shieuld net claim that investigaticnal
Interventions are safe or effective.

9 |RE sheularevalaterthe relative: size: of
Lypeusedrand ethervistual eifects.

WIWAWTE 2GRV GC/GhKt/irlbs/tec4 . htmi#recruiting



Ads In Real Life: Bar Coaster

Research Subjects Wanted
Earn $50-$1295

Call
555-555-5555

Christine’s Research Institute




Proposed T.V. Ad

Thumping music; Tie-dye colors slowly rotating on
screen.

VOICE OVER: Attention Ecstasy Users...If you are currently
using the drug Ecstasy you are a candidate for a new
research study being done at Dave’s Institute.

We are enrolling men and women, eighteen to forty, to
study the effects of Ecstasy on the brain.

This study pays up to 3500 dollars and includes room and
board in our dorm-like facility. Call today.



Effect ofi Ads

¢ Do advertisements affect what
groups enroll.

¢ Doees| it affect Understanding? Poes
s affect moetiviatieons: (dees: that
matter?)



Payment

QWhat role sho Id payment: play’ in

Pay/INENLZ
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